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The subiect-matter of the claims in oresent application dcal3 with surgical methods requiring 
a joining of hollow organs through anastomosis. Said surgical methods (i.e. the subjcci- 
matter) include: 

(1) TKa «£FeetA (ajt tlie results) to V« attauitfJ hy tke. motkod. 

(2) The surgical strategy - step by step - for attaining said results or effects. 

(3) The means deployed for attaining said results. 

The effects or rej»ults to be attained in applicant's case; 

- Realizing an annular joint (anastomosis) between two parts of hoUnw organs or 
segments of some hollow organ (either before or after excising a diseased portion of 
said hollow organ and either said excision is to be sfurgically carried out or not). 
Moreover, the annular joint needs to be realized at any anatomical location of said 
hollow organs to be joined^ 

- The type of joint to be realized is totally dependent on the sxirgeon*s judgement and 
choice and his surgical strategy. lie may choose one of the four types: 

• end to end, 

• end to side« 

• side to end, or a 

• side to side joint. 

The surgical strategy 

The surgical strategy represents the different surgical steps taken for achieving the 
desired results. They depend on: 

(a) The topographic location of the hollow organs to be operated, in a given human's 
anatomic environment. (This anatomic environment may be allegorically 
compared to a geographic groimd surface in which topographic locations such as 
mountains, valleys and rivers may be obstacles to be surmounted). The digestive 
tube for instance isn't a simple hose with two open extremities. This tube is 
tortuouA and has changing diameters all along of his course. It also has relative 
mobile portions whereas its other portions are sealed and fixed in curved 
positions to various degrees. 

The oesophagus for example is covered with other anatomic structures and is 
totally sealed to the posterior body wall; The duodenum has a form, of a C letter , 
and is also sealed and fixed to the posterior body wall ^while being at the same 
time in continuity with a stomach (an enlarged pouch) having a relative mobility 
and with a small intestine of greater mobility etc... 

Also, whereas the distal end of this digestive tube - i.e. the anus- is of relative 
ease for access to the surgeon and also of relative ease for a stapler introduction 
through due to the "elasticity" of its orifice, the proximal end of this tube- i-e. the 
oesophageal orifice-is much more difficult for surgical access and for stapler 
introduction. Indeed, this latter orifice is located in the mouth which is a square 
cavity into which emerge in different directions and in a curved manner other 
openings of other conducts (than the oesophagus). One of these other openings is 
the tracheo-bronchial orifice.. . Both - the tracheo-bronchial orifice and the 



5 



PAGE 4/29 ' RCVD AT 6/5/2007 6: 13:56 PM [Eastern Daylight Time] ' ^ 



C JUH 2007 00! 10 DC sTOLCDANO 



014CI020723 



P! O172Q0OlOl>l<C745471Oin.5 



oesophageal orifices are covered here by more rigid structures and are 
consecutively inextensible. 

For that reason* a stapler -even if flexible- has yet to have such technological 
features as to enable its introduction through these upper openings namely the 
upper oesophageal and tracheal orifices* (This will be explained in more detail 
hereinafter.)- Also, the different steps taken in the surgical strategy must be 
adapted to mc human's anatomic configuration of the hollov^r organs to be joined. 

It is clear -for instance- that a surgical strategy (such as in the prior arts to 
Bcsslcr, Wilk and Kuramoto discussed hereinafter) exercised on the sigmoid 
colon which is of wide mobility, is easier than the same strategy exercised on the 
oesophagus-short of mobility and surrounded by the heart and the lungs-. 

(b) The ambient conditions of work. 

It is evident that the strategy needed to be used in order to achieve an expected 
result in open •surgery conditions (in which abdomen or chest are "opened") is not 
the ssime as the one needed to be used in closed surgery conditions (in which 
those spaces are not "opened"). 

Indeed, whereas in conventional open-surgery, a relatively large incision is made 
in the abdominal or chest wall, enabling the hands of the surgeon to work with 
ancillary tools inside the abdomen or chest, closed-surgery is characterized by 
insertion of very thin specific tools through otherwise intact walls. This, within 
the aid of small tubular ports, which also serve to seal the very small op^nuags 
during operation. These tools resemble long thin sticks on the head of which, 
there is an active part (like scissors, grasper, etc...)* One of these tools -inserted 
like the others by transfixation of the abdominal or chest walls — contains optical 
means for viewing inside the abdominal or chest cavities and for realizing a 
surgical procedure via the other tools, (i.e. from the outside of the c(ciosed» 
abdomen or thorax). It is also clear and easily comprehensible that tools intended 
lor CiOSCC'SXirgery arc noi aaapied onct ore compleieiy impracUcal A>r open- 
surgery, and vice^versa tools for open-surgery cannot serve for closed-surgery. 
(AppliVant*« flpYihlp otuplprhM im<^Ypi*r.tPiHly hiH*n fnnnH n<sahtp in hnth nppn And 
closed surgery). 

Closed surgery has also specific difficulties due to its specific conditions. In fact, 
surgical procedures requiring meticulousncss like realizing a circular anastomosis 
by stitching are rendered practically close to impossible in these conditions and 
with huge risks of vital surgical complications. 

From the above description it is easily understandable that a rigid stapler — for 
instance- cannot be used in those conditions. 

The means deployed in nresent case: 

Besides the surgeon and the basic closed surgery prior-art instrumentation , there 
is need for an annular stapler having specific technological characteristics 

adapted to th© flurgioal ctrat^gy ohocm for attamin© thQ r^cultB cpeeified in (1). 

Tt IS clear that any need for other obligatory equipment(s) [or any other 
obligatory device(s)] for realizing a specific surgicxd strategy, has costs and must 
Vm> awai1fiVi1f> in the npi^rafinQ rnnm at thi* timp the cvirai^nl ^trateffy is talr^ 
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Moreover, the absence of said obligatory equipment, precludes that specific 
surgical strategy from being realized and necessitates the use of a different 
strategy (i.e. another series of surgical steps). That, of course, will consecutively 
urge the surgeon to modify and choose another result to expect instead of the 
initial one (for example: choosing a side-to-end anastomosis instead of an end-to- 
end Initial choice). 

In summary: 

A surgical method should be analyzed (in terms of novelty and inventiveness) 
while comparing: 

1) The results obtained by said methods while answering questions? such as; 

- What type of anastomosis is obtained by the method described? End-to-End? End-to- 
Side? Side-to-End? Side-to-Side? More than one type? All types? If more than one, 
which other types? . . . 

- Between which hollow organs the method described, can be realized? Has the 
method described any technical limits for being applied in other anatomic locations? 

2) The strategy of the method - detailed as a series/sequence of successive steps- should 
answer questions such as: 

- Is the irain of steps in one method same or compsirable (in view of its spirit) to 
another method? 

- Are the hollow organs to be joined through anastomosis in a comparable topographic 
human's anatomic environment? 

- Are we dealing with open or closed surgery? Both of them? 

- Has the method been described for other anatomic locations? Has it a possibility of 
being also applied in other anatomic locations than the one described? Which other 
anatomic locations? 

3) The means deployed for realizing the dealt surgical method, should answer questions such 
as: 

- Are the means required for realizing a given surgical method, same or comparable? 

- Docs the surgeon need any other specific means (such as a guide wire, a separate 
endoscope. ..) for realizing the same surgical method besides the stapler? 

- • f « 

I 

FACTS 

a) Present pending application - Toledano (DtoH 

The present claims before the Examiner are all directed toward methods for joining 
together two parts of different hollow organs or segments of same hollow organ through a 
stapled. anastomosis." a< any analomic location and in aogiunctlon with am of a lar^ e variety 
of surgical procedures " (quoted from present speciiication page 1 2» lines 9-13), by the means 
of a flexible annular stapler to present applicant. 

All varieties of joints (i.e. either end to end, end to side, side to end or side to side 
anastomoses) are concerned. 

Also, these methods are subject to realization under open and/or more particularly under 
closed surgery conditions, (i.e. non invasive laparoscopic and /or thoracoscjopic conditions). 
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Puge 29 (lines 1-23) and page 30 (lines 1-18) in present i^eeification give the conunon basis 
to the methods or surgical procedures described in the present claims. Each independent claim 
in present application, discloses a method for realizing any variety of circular anastomosis 
(i.e. end to end, end to side, side to end or side to side) by the means of a flexible annular 
stapler, in any chosen area predefined by a surgeon, between two different hollow organs or 
between segments of the same hollow organ. This joining may be applied to any of a number 
of hollow organs, including any part of the digestive tube and organs external thereto, such as 
the bronchial tree, the urinary bladder and urinary tree, gallbladdci; andJbiliayv tree and not 
only to the colon « The illustrations of colon's surgical procedures in present speci£cation are 
given jusl as examples. It is emphasiiced tliat neither of the parts to be joined need to be 
naturally tubular near the joint (like the cut end of the intestines), but may for example be a 
wall of the respective organ. What is common to all cases described in the claims of flie 
present specification is that there is conceptually defined, for each of the two parts, a plane 
and an annular area thereon, the two annular areas being essentially congruent* During the 
joining operation, Ihe two annular areas are brought together and conceptually combined into 
one annular area, over which the stapling and eventually the anastomosis take place. In the 
case that one of the parts is tubular at the joint, as in end-to-end or end"to*side anastomosis, 
(in which case that part is always cut across) the defined plane is transverse and at a short 
distance away from the plane of cutting. In the case that one of the parts presents an outer face 
of a wall at the joint, as in a side«to-end or side«^to*side anastomosis, the plane is essentially at 
the face. Furthermore^ in the case of a tubular part, there is an inherent opening through it at 
fhft dfifinptd plane and interior to the annular area (which onenine is. in some orocedures. not 
always Initially accessible to the stapler, or, in some other pruccUurc^i, may be liileulluiudly 
closed off before the stapler reaches it). On the other hand, in the case of a part being joined at 
its wall, there is no such initial opening and, if required by a particular procedure (e.g. for 
insertion of part of the stapler thereto), a suitable opening has to be cut through the wall, 
interior to the annular area. Of course and as the raison d*etre, after the end of the procedure 
there remains in all cases a clear opening through both parts. 

Each independent claim in present application describes hence, a multitude of surgical 
situations finding expression in as much swgical procedures. 

For example. Figures 1 1, 12 and 14 (as well as their appending explanations in the text of 
present specification), show how (at least) three different surgical procedures on a same and 
only hollow organ are described in a sole independent claim -such as claim 56. These same 
procedures (of claim 56) are moreover realizable either under open or under closed surgery as 
clearly showed in those figures and stated in page 24, lines 3-5 of present specification. Also, 
said same procedures are in all cases (such as in claim 56}- and as explained earlier- 
realizable on other hollow organs (i.e. oilier than the sigmoid colon examples of figures 1 1 tl 2 
and 14). 

Further, the methods described in the independent claims of present specification are not 
limited to any specific anatomic location. They can be realized anywhere between two tubular 
organs of the human body either imder conditions of closed or of open surgery. Said methods 
can be realiized, whether a resection of a diseased portion of a hollow organ is carried out or 
not, and whether said diseased portion obstructs the lumen of the hollow organ or not (Le. the 
anastomosis joining can be realized either before or afier said resection is earned out 

Furthermore, the means the stapling device) used in all the methods described in present 
specification has technical features never disclosed in the prior ait. One of these features is the 
interchangeability of positions of the head, anvil and even the knife with regard to a flexible 
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cable located uj-betwecn the anvil md the stapling peut (along the longitudinal central axis of 
the device). While in prior art documents such as the French patent to present applicant (FR 
9204490 cited in present disclosure), the anvil is necessarily attached to the tubular body and 
the head (containing the hammer, the stapling pins and the knife) is necessarily attached to the 
cable; in the present invention it is equally possible -as may be preferable in certain surgical 
procedures*- for the anvil to be attached to the end of a flexible cable and for the head to be 
attached to the end of the tubular body. Moreover, the knife may be independently placed in 
either of two assemblies 0*e* fotir interchangeable alternatives). For this reason the two 
assemblies are referred to as jaws in the present application (See present application, page 1 3, 
line 19 — page 14, line 11). 

In other prior art documents cited by the Examiner (Bessler«'508; Wilk-*486 an Kuramoto- 
'030 devices)» the head (containing a hammer, stapling pins and a knife) is necessarily 
attached to the tubular body and the anvil is necessarily attached to a central axis rigid shaft* 
Finally, the prior-art in all, (including said French patent to present applicant) ignores totally 
the advajitages of these different alternatives for several surgical strategies or procedures. 
Indeed and just as an example (relevant to an 18**" embodiment to Ktiramoto in D3 discussed 
hereinafter): In a surgical method/procedure necessitating the insertion of one jaw in oral way 
through the upper esophageal orifice, it may be preferable that the jaw to be inserted, be the 
anvil one (instead of the other jaw containing the hammer and stapling pins), since the anvil 
jaw is much less bulky (in its dimensions) lhan the other jaw. The easiness of insertion of 
said anvil jaw through the esophageal oritice, is furthermore facilitated by having a flexible 
cable in-between two spaced jaws, instead of a rigid shaft in-between them. 

The following tabic 1 summarizes the surgical method disclosed in applicant's present claim 
56 in regard to Dtol. 



9 



PAGE 8/29 ' RCVD AT 6/SQ007 6:13:56 PM [Eastern DayBght Tim^^ 



6-JUH-e00T 00: IE DE :TOLEDt=lNO 



014E020T23 



A:0172908181)K674547181P.9 



Table I 


Expected result(s) of the method 


End to end, £nd to side. Side to end and 
Side to side anastomoses 


Main steps (strategy) of the method 


Closed surgery of all hollow organs at any 
anatomic location* whether a resection of 
organ is needed or not and whether be/ore 
said resection ts carried out or not before, 
tbrouGh a train of steps that are 
transposahlc to various surgeon's atratesies 


on various hollow dreans in view of 
obtaining a predctennined one of the four 
types of anastomoses. These steps are: 
a) Usina lanaroseonlc and thoracoscooic 
techniques and instrumentation and a 
flexible annular stapler having two 
interacting round jaws. 
h) Insertinfi in a nredetermined order 

(according to the surgical needs), a first 
one followed by a second one said two 
interacting round jaws (wherein one of 
said jaws includes a stapling member and 
the other includes an, anvil member) 
through the mouth of a patient. 

c) Depending on iijurgery needs, having 
either one of said jaws inside one hollow 
organ and the other jaw inside a second 
hollow organ to be joined. 

d) Closing by purse-string sutures or 
stapling the butts of the hollow organs 
by a linear stapler 

e) Operating said 5stap1er 


Means deployed for realizing the method 


A flexible annular stapler having two 
Interchangeable round jaws 


The following table 11 summarizes the surgical method disclosed in applicant's present claim 
61 in regard to Dtol. 
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Table li 



Expected result(s) of the method 


End to end, £nd to side. Side to end and 
Side to side anastomoses 


Main steps (strategy) of the method 


Closed sur&erv of thorax and/or ahdnm en 
for joining all hollow oreans at any 
anatomic location, whether a resection of 
organ is needed or not and whether before 
or not, said resection is carried out through 
a train of steos that are transposable to 
various surecon's stratccics on various 


hollow oreans of thorax and/or abdomen in 


view of obtaining a predetermined one of the 
four types of anastomoses. These steps are: 

a^ Usine lanarosconic and thoracosconic 
techniques and itistrumemation and a 
flexible annular stapler having two 
interacting round jaws. 

b) Inserting either one (depending on 
surgery needs) of the two jaws through a 
natural or an artifieial opening, and the 
other iaw through the thoracic or 
fhroueh the abdominal body wall. 

c) Having one of said jaws inside on© hollow 
organ ana me omer jaw msiae a secono 

hollow organ to be joined. 

d) Closing by purse-string sutures or 

by a linear stapler 

e) Operating said stapler 


Means deployed for realizing the method 


Flexible annular stapler to present applicant 
having interchangeable jaws and at least one 
detachable jaw (either one, depending on 
surgery needs). 



b) Bcssler^s patent -US 541 1508 fPn 

Bessler discloses a flexible annular stapler with specific technical characteristics with the 
object of overcoming the limitations of the rigid annular stapler version in open surgery 
conditions (See chapter "Background of Ihc iiivciiiluu^* lu Dl). 

Bessler cl al. give in column 14 lines 3-46 an example of use of their stapler considered by the 
Examiner as a surgical method. 

The following table III summarizes the (supposed) surgical "method" disclosed in Bessler^s - 
Dl. 
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Table 111 



Expected re$ult($} of the method 


an end-to-end anastomosis between two 
unjoined sections of left colon. 


Main steps (strategy) of the method 


a) Reali;^ng a large opening of the 
abdomen in open surgical conditions, 
thus '^uslns different, invasive sureical 
tools^; 

b) Resecting a diseased colon portion by 
'^usinu diffcrenl, invasive stireical tools, 
leaving two unjoined sections of tubular 
colon (terms quoted from Besslcr) 

c) Rxtractiog manually the diseased colon 
portion through the wide openinff of the 
abdominal cavitv: 

d^ Inscrtine bv transanal way the Bes$ler*s 
flexible annular stanler such that the anvil 
is olnccd in the distal section Cas to the 
anus) of the resected colon and the 
staolinc head Is placed in the oroximai 
section (as to the anus): 
Realizing (obligatorilv) an onlv partial 
closure faround two para-central cables) 
of the open ends of the proximal and 
distal sections; 

£) OperatinK said Bessler's stapler. 


Means deployed for realizing the method 


A flexible aimular stapler (to BessJer) having 
two nondetachable and noninterchanaeable 
round laws in which: 


- an aflvU i>w located on the apex of 
the stapler is attracted bv two lateral 
cables toward a stanline iaw 
(cof^taining a hammer and stapling 
pins) 

- a stanlin^ law attached to a flexible 


lt.vM?.LllfliiX in which hydyauliQ 
forces push stapling pins toward the 
anvil jaw; and 
- a central cvlindrical rieid bodv f 86) 
in-between the two laws for their 



It is to be noted that with Bessler's stapler, the closure of the open ends to be joined must be a 
partial closure only, leading obligatorily to an only partially (and never totally ) closed butt{s). 
The reasons for that -evocated by Be&sler himself in CoL 14» llnes30-34 of Dl- relies on tiie 
fact that when operating the stapler, the two paracentral cables (1 1 0 )(around which a purse- 
siring like suture takes place) have to be Irec in their axial movement and let (d5o) die rigid 
cylindrical aligning member (86) free in its axial movement. Also, in these cooditioos, the use 
of a linear stapler to "press'' the tissue surrounding the opening to form a p^r of adjoining lips 
together" is compromised. (A linear stapling will create a totally closed butt compromising 
caid movamdnti) Bdcddr in Dl col.M, lindc 25 21 evocatec "Inctaad of ctring-like sutures for 
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tying the colon ends, a flat stapling device may be used". In the context of present discussion, 
thft applicant nntM that it rniildn't hf«t fmmrl in whnlft ni Hkrln^snrrs, to whir.h IfinH of "flat" 
Stapling devices, the author of Dl makes an allusion to.( it is just reminded that a clip 
applicator or a wound closure stapler are also flat stapling devices!) 

Further^ in one and only sentence in Dl disclosure, the laparoscopic (closed) surgery is 
roughly approached (tackled). The following is a quotation of that sentence: 

"By providing a gastmintesttnal stapling device having a long flexible tube (on the order of 
about 90 cm) virtually all colon resections could be performed through ihe rectum and 
laparoscopicaUy. with minimal invasive surgery. In addition to colon resection, the 
gastrointestinal stapler could allow laparoscopic esophageal, stomach, proximal and distal 
small bowel and possibly biliary anastomosis to be performed, 

It is clear that such sentence never shows neither discloses how» nor (moreover) describes any 
surgical method to uise in closed laparoscopic conditions. 

The applicant respectfully disagrees with the Examiner's statement, so as to consider that 
Dl" QlearlY disclosefi the (above described) "method" being performed laparoitcopically or 
closed". 

It Is evident thai it's nut sullicient to claim that sumcLhing can be done without doing or 
showing how to do it unless it's something evident. '^Saying is one thing, doing another^'! 
One could retort to obviousness under 35 USC § 103 (a). However, the above quotation of Dl 
(col. I5,lines 45-53) cannot be reasonably viewed as complying with that USC paragraph with 
which the Examiner is certainly acquainted. It is simply reminded that conditions of closed 
siurgery in which the abdomen (or chest) spaces are closed, precluding surgeon^s hands from 
working inside those spaces differs enormously from the conditions of open stirgery, in which 
the abdomen (or chest) spaces are opened letting (allowing) the bands of the surgeon working 
in. Bessler et al. never disclose how to surmount and solve the problems encountred in closed 
surgery. 

c^ Wilk's patent ■ US 5330486 fP2^ 

Contrary to Bessler in Dl , Wilk in D2 does disclose methods for joining hollow organs in 
laparoscopic conditions. 

Wllk Ui^i;lu:;iv;:i iii D2 :jovci<ii) «tJLi«u»lujjJU2»Js furuiiu^ Jiicuus in lu|Muva»copi\; coudilluii:^ (ciiUllcd 
in his application "associated instruments"). These means comprise a linear anastomosis 
stapling device combined with an endoscope, a purse-string forming device, an endoscopic 
surgical assembly connected to an anastomosis forming device, an endoscopic surgical 
assembly comprising a flexible anastomosis forming device inserted through an expandable 
biopsy-type channel of a sheath which also encloses an endoscope, a magnetic anastomosis 
forming device, and more.,» Yet, it*s surprising that the term "annular" or "circular" stapler is 
never mentioned in D2. 

In USPTO OfiBce Action mailed 13 March 2007, the Examiner has urged Figure 9 and 
accompanying description to Wilk (in D2) as aoticipating applicant's claims. 

FIG. 9 in D2 represents f quoted from D2) - "a schematic side elevational view of a resected 
bowel section, showing a step in the performance of an anastomosis in accordance with (D2) 
invention '\ In that figure, a stapling device looking like a flexible annular stapler is shown 
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Inside a tubular orgon. However, the appending description to this figure specifies that the 
device concerned is a ^'flexible anastomosis-forming device 150" described In figure 7 ( and 
whose appending explanations, here again, do not specity as being an annular or circular 
stapler having two round jaws) . 

For the analysis to follow, let's consider the stapler of FIG. 9 to Wilk, as being ''flexible 
annular stapler having two interacting and possibly invertible round jaws*' such as in 
applicant's claim 56. 

The following table IV summarizes^ the surgical "method" described in relation with Fig. 9 in 
Wilk-D2. 



Table IV 



Expected result(s) of the method 


an end-to-end anastomosis between two 
unjoined sections of colon. 


Main steps (strategy) of the method 


a) Using laparoscopic techniques and 
in^^trumenlation 

b) Ressecting a colon bowel section^ leaving 
two unjoined sections of tubular colon; 
Inserting bv transanal wav. the Wilk's 
flexible anntiJar startler such that the anvil 
is Dlaced fin the distal section fas to the 
anus) of the resected colon and the 
stanlins head is nlaced in the nroximal 
flection Cas to the anus); 

d"^ Ciosincr bv pursc-striniz sutures around a 
central rigid rod (I72Xthe open ends of 
the proximal and distal sections; 

e) Operating said stapler 


Means deployed for realizing the method 


Annular flexible stapler (of Fig, 9 to Wilk) 
having two nondelachable and 
noninterchan^eable round laws in which: 


- an anvil iaw located on the ancx of 
the stapler is attracted bv a rigid rod 
(172) toward a stapling jaw 
(containing a hammer and stapling 
pins) 

a stanlinff iaw attached to a flexible 


tubular bodv in which stauHna nins 
are pushed toward the anvil Jaw; and 
- a central ricid rod f 1 72'> in-between 
the two laws. 



It is emphasized that in the context of the hereabovc method and stapler of Fig.9 to Wilk, a 
closure of butc ends of the hollow organs to be joined is neither described nor can be realized 
by a linear stapler. Indeed, in applicant's case, die flexible cable, owing to its thinness, does 
not materially interfere with that linear stapling operation and allows the joining of the lips 
around itself.(See Fig. 17 and its appending text in Dtol). This technological feature doesn't 
exist at all in D2 to Wilk. Its equivalent in fig.9 to Wilk is a central rigid rod (172) in-between 
the jaws^ precluding it from the tremendous advantage of its use in various swgical 
procedures in open and more particularly closed surgery. 
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c) Kuramoto's patent - US 5395030 (D3) 

Kuramoto ah disclose in D3 entitled "surgical device for stapling and fastening body 
tissues", at least twenty-two embodiments of stapling and tissue fastening devices. These 
devices include a large variety of staplers: either linear staplers forming straight parallel 
seams ("TA" type), linear stapler forming straight parallel seams with a linear knife between 
said parallel seams ("OIA** type) .circular staplers, partially circular staplers, wound-closure 
stapler, clip applicators/endoscope^ combined staplers with other means such as 
cndoscopeSyguidc wires, forceps, and more and more ... 

As in Bessler's case, Kuramoto et al. do not disclose surgical methods/strategy but give 
directions for use of said various embodiments protected by their patent for their 
technological aspects. As in Bessler's Cdse» the Examiner has chosen to consider those 
directions for use as surgical methods. 

Two of the embodiments disclosed in D3 -namely the 1 and the 1 8*** -have been considered 
by the Examiner as pertinent toward present application. 

The I*'' embodiment in D3 is accompanied by drawings Figs. 1 to 4B. 

Fig.3 and its accompanying text in D3 represents the supposed surgical method of the 1"^ 

embodiment objected by the Examiner. 

The following tableV summarizes, the surgical "method** described in relation with Fig, 3 in 
Kuramoto -D3» 
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Table V 



Expected result(s) of the method 


an cnd-to'-cnd anastomosis between two 
unjoined sections of colon. 


Main steps (strategy) of the method 


a) Using either open (traditional) surgery or 
laparoscopic techniques and 
inslrumcnlatiun ; 

b) Hxcising a diseased colon portion, leaving 
two unioiued sections of tubular colon: 

c) Applying a tying thread (purse string 
suture) to each severed end of the colon; 

d\ Insertini2 bv transanal wav. the 

Kuramoto*s flexible annular stapler of 1^^ 
embodiment such that the anvil is nlaced 
in the dktal section fas to the anus)of the 
resected colon and the stanllnc head is 
nluced in the oroximal section fas to the 
anus); 

c) Closing said purse-string sutures 
around a central rigid tubular shaft 

(23), the open ends of the proximal and 
distal sections; 
f) Operating said stapler. 


Means deployed for realizing the method 


Annular flexible stapler (of Fig, 1-3 to 
Kuramoto"^ having two nondetachablc and 
noninterchanceable round iaws in which; 
- an anvil faw located on the anex of 
the stapler is attracted bv a 1^^ 
moving means via a rigid rod (23) 
toward a stapling jaw (containing a 
hajnmer and. stapling pins) 
a stanlinff jaw attached to a flexible 


tubular bodv in which staolinft pins 
are pushed via a 2"^ moving means ( 
hydraulic) toward the anvil jaw; and 
- a cenlml ri&id tubular shaft f23) in- 
between the two laws. 



As in Wilk's case, the I'* embodiment to Kuramoto has a central rigid tubular shaft (23) in- 
bctwccn the jaws, precluding it from being usable for the linear stapling of the butt ends such 
as in applicant's case (Fig 17 in Dtol)* 

The 1 8* embodiment in D3 represents the second "supposed" surgical method objected by the 
Examiner as anticipating applicant's claims. It has for accompanying drawings in D3. the 
figures 51-53. 

The following table VI summarizes, the surgical "method" described in relation with Fig, 51- 
53inD3. 
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Table VI 



Expected j:esult(s) of the metliod 


a side«to-cnd anastomosis between the 
stoinach.and a severed portion of sjmall 


intestine* 


Main steps (strategy) of the method 


a) Using either open (traditional) surgery or 
laparoscopic techniques and 
instrumentation; 

b) Inserting an anvil jaw including a rigid 
connector f236Mnto a severed end portion 
of the small intestine] 

c) Applying a tying thread (purse string 
suture) around said rigid connector; 

d) Forming an opening (241) in the wall of 
the stomach; 

c) Inserting through the mouth into the 
stomach, an endoscope containing a guide 
wire (234); 

f) Inspecting by the endoscope said stomach 
opening and advancing it through said 
opening such as to retrieve said connector 
(236) and to connect it to said guide wire 
(234); 

g) Pulling back the endoscope without 
mobilizing the guide wire connected to the 
anvil's connector; 

h) Threading the free end of said guide wire 
through the stapling jaw and through the 
insertion section of the 18^ embodiment 
Kuramoto's flexible stapler; 

i) Pushing said stapler through ibc mouth 
into the stomach; 

j) Operating the stapler. 


Means deployed for realizing the method 


a) A flexible endoscope having a wire guide 
channel. 

b) A guide wire (234) 

c) An annular flexible stapler (of 1 8*** 
embodiment to Kuramoto) having a 
detached anvil jaw with non- 
interchaneeable iaws having: 

a staplinti jaw (conlaininSi£ hammer 
and stanlinfi oinsl oblisatorilv 
attached to a jflc^^bl^ tvl>Hlar »?odY 
and 

an anvil jaw oblicatorilv located on 


the apex of the stapler f attracted bv 
the guide wire(234) toward a stapling 
jaw) 
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DISCUSSION 




a ) Office Action Smnmarv 

- Claims 56-72 are pending in present application 

- Claims 67-72 have been allowed and are deemed to be in order. 

Claims 58-60 have been rejected by the Examiner under 35 U.S;C, as being 
indefinite. 

* Claims 56-57 have been rejected by the Examiner as being unpatentable over Bessler 
et al.- 541 1508 in view of Kuramoto et ah - 5395030 under 35 U.S.C 103(a). 

- Claims 56-57 have been rejected by the Examiner as being unpatentable over Wilk - 
5330486 in view of Kuramoto et al. - 5395030 under 35 U.S*C 103(a). 

- Claims 56-57 have been rejected by the Examiner as being unpatentable over 
Kuramoto et al. - 5395030 under 35 U.S.C 103Ca). 

Claims 61-66 (strictly same to cancelled claims 44-49) have been allowed by the 
Examiner in previous USPTO Office Action mailed 1 8 August 2006 and are now (in 
present Office Action mailed 13 March 2007) rejected under 35 U.S.C 103(a) as 
being unpatentable over Kuramoto et al. - 5395030* 

- Claim 64 has been rejected by the Examiner as being unpatentable over Kuramoto et 
aL - 5395030 in view of Bessler et aL- 541 1 508 under 35 U.S.C 1 03(a). 

b> Claim Rejection --35USC S112 

The Examiner has rejected claims 58-60 as being indefinite and not complying with 35 USC 
1 1 2» second paragraph , since the term "superseded" in claim 58, is not understood. This claim 
(58) has been thus rewritten so as to eliminate the misunderstood term and to clarify the 
content of the claim. In so doing, claim 58 initially depending on claim 56> has been made 
now independent* Claims 59-60 haven't been changed and stiU remain depending on claim 58. 
Claims 58*60 introduce another novel and inventive feature (besides others) of the means 
used for realizing the method* namely a dilating balloon. This dilating balloon offers facilities 
in realization of the method described in these claims. Support for this feature and the 
facilities it offers can be foxiod in the specification on pagel6» line24-page 17,line2; on 
pagel9ylinesl0-15; on Fig.5A; Figures 7 and 8. Claims 58-60 are consequently deemed to be 
now in order. 

c ) $103(a) Rejections - Toledano rPtoH versus Bessler US 541 1508 (Dl) in view of 
Kuramoto US 5395030 {D3^ 

Independent claim 56 and its depending claim 57 are under this item. The rejection as to these 
claims under this item is respectfully traversed. 

The Examiner has considered the above described method (in table III) to Bessler for colon 
resection , followed by an end-to end ana^tomoiiis, using Bessler's stapler via tlie anal opening 
as anticipating applicant's independent claim 56 (table I), since Kuramoto has described a 
method (another one summarized on table VI) in which he uses (his own) stapler inserted 
through the mouth* It would have been hence, obvious to realize said method (described in 
table III) Co Bessler through the mouth too« 

In other words, the Examiner considers that all the subject matter of applicant's claim 56 is 
already disclosed by Dl to Bessler except the insertion (of a flexible stapler) through the 
mouth; as if the insertion through the mouth was the one and only novel and inventive step in 
applicants claim 56. 
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In light of the hereabove detailed explanations, it is clear that such interpretation is erroneous. 
In the discussion to follow, the non anticipation by Dl to Bessler will be respectfully 
traversed first and the "obviousness" secondly. 

1 °) A pplicant's claim 56 - not anticipated by Dl 

As clearly explained earlier^ independent claim 56 describes a multitude of surgical 
procedures at various anatomic locations, in wliich an anastomosis joint is required. In regard 
to that claim 56, at least three different surgical procedures are described for the only left 
colon location ( sec Figures 11,12 and 14 of present application). The means by which said 
multitude of surgical procedures is carried out, is a flexible annular stapler having Specific 
technolo^cal features disclosed by present applicant. 

A simple comparison between table 1 (summarizing applicant's claim 56 while excluding the 
stapler's insertion through the mouth) and table in (summarizing Dl *$ method) shows crucial 
differences between them. Neither the results are same nor the strategic steps of the method . 
are same nor the means arc same. 



Table VII 





Bessler 


Applicant's claim 56 


Expected result(s) of ihe 
method 


End to End anastomosis 


Side to side, End to side, 
Side to end and End to end 

anastomoses 


Main steps (strategy) of Ihe 
method 


a) Open surgery for colon 

colon 's segment 

b) One sole surgical 
strategy (corresponding 
to one train of steps) in 
open surgery in view of 
obtaining an end to end 
anastomosis between two 
portions of colon 

e) Transanal way of 
stapler's insertion 


a) Closed surgei:y of all 
hollow organs at anv 
anatomic location, 
whether a resection of 
organ is needed or not 
and whether said joining 
is carried out be/ore said 
resection or not 

b) Series of steps that are 
transposable to various 
surgeon's strategies on 
various hollow organs in 
view of obtaining a 
predetermined one of the 
four types of anastomofteft 

c) Other ways of stapler's 
insertion (either natural or 
artiticial openings) 


Means deployed for realizing 
ihfii fi^AthnH 


Annular flexible stapler (to 
RftSRler) havine two tiAn- 
interchangeable round iaws 


Annular flexible stapler 
havinff two interchangeable 
round jaws 





2^) "Obviousness" rejections 

It fiial i^iiiiiiUvU lliai lliu bcLsIs fOx €ill obvIoChSilCdJ rejections in OCC 1 03(a), ca« to raiood 

"if the differences between the subject matter sought to be patented and the prior art are such 
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that the subject matter as a whole would have been obvious, at the time the invention was 
made to a person having ordinary skill in the art to which said subject matters periains". 
Here again, the Examiner's argumentation is respectfully traversed. Indeed, we can easily 
observe through the following comparative table VJII (which sximmarizes t;jhle.s Til and Vll) 
that weVe dealing with completely difFerent subject matters relying on different prior arts. 
Neither the results are same nor the steps of the method are same nor the means are same. 
Consecutively, we're out of the'*obviousness'* basis. 



Tabic VI » 





Besslcr 


Kuramoto (18*" embodiment) 


Expected result(s) of the 
method 


End to End anastomosis 


Side to End anastomosis 


Main Steps (strategy) of the 
method 


- Open surgery for colon 
resection. 

- steps completly different 
from those of Kuramoto 
(compare tables III and VI) 


-Closed surgery tor joining 
stomach to intestine, 
-steps completly different 
from those of Besslcr 
(compare tables III and VI) 


Means deployed for realizing 
the method 


Flexible annular stapler to 
Bessler 


a) A flexible endoscope 
having a wire guide 
channel. 

b) A guide wire (234) 

c) An annular flexible stapler 
to Kuramoto (1 8* 
embodiment) 



It is interesting to remark that we would have been able to realize the Bessler's method with 
the Kuramoto's (18"* embodiment) stapler and not the contrary. Nevertheless, it should also be 
noted that Kuramoto uses here three separate means (endoscope, guide wire and stapler) and 
not just one like Desslerl 



d > §103(a) Rejections - Toledano rPtolj versus Wilk US 5330486 fD2\ in view of 
Kuramoto tJS 5395030 fD3) 

Independent claim 56 and its depending claim 57 arc under this item» The rejection as to these 
claims under tliis item is respectfully traversed* 

The Examiner has considered the above described method (in table IV) to Wilk for colon 
resection^ followed by an end-to end anastomosis* using the Wilk*s 'Tjg.9 stapler" via the anal 
opening as anticipating applicant's independent claini 56 (table I)» since Kuramoto has 
described a method (another one summarized on table VI) in which he uses (liis own) stapler 
inserted through the mouth. It would have been hence, obvious to realize said method 
(described in table IV) to Wilk through the mouth too. 

The same reasoning as for Besslcr will be relevant here too. In other words, the Examiner 
considers that all the subject matter of applicant's claim 56 is already disclosed by D2 to Wilk 
except the insertion (of a flexible stapler) through the moufb;as if the insertion through the 
mouth was the one and only nov^l and inventive step in applicant's claim 56. 
1**) Applicant's claim 56 - not anticipated bv D2 

A simple comparison between table I (summarizing applicant's claim 56 while excluding the 
stapler's insertion through the mouth) and table IV (summarizing D2 method) shows the 
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cruciaJ difTerences between them. Neither the results are same nor the strategic steps of the 
method are same nor the means are same. 



Table IX 





"Fip.9 stapler" to Wilk 


Applicant's claim 56 


Expected result(s) of the 
method 


End to End anastomosis 


Side to side, End to side, 
Side to end and End to end 

anastomoses 


Main steps (strategy) of the 
method 


Closed suriierv for colon 
after resection of a 
colon's segment 
One sole sureical 
stratefiiv fcorresnondinc 
to one train of steps) by 
closed surgery in view of 
obtaining an end to end 
anastomosis between two 
portions of eolon after c) 

Q\ Closine bv Dwrse-strinE 
sutures around a central 
rigid rod (1 72),the open 
ends of the proximal and 
distal sections. 

d) Transanal way for 
stapler's insertion 


a) Closed surgery of all 
hollow orsans at any 
anatomicJocation, 
whether a resection of 
organ is needed or not 
and whether the Joining 
is carried oui before said 
resection or not. 

b) Series of steps that are 
transposable to various 
sureeon*s stratezies on 
various hollow oreans in 
view of obtaining a 
predetermined One of the 
four tvpes of anastomoses 
after c) 

Closinn bv nurse-strintr 
sutures <^r stanlinfi butts 
bv a linear stanler 
d) Ot&er ways.for stapler's 
insertion (either through 
natural or through 
artificial openings) 


Means deployed for realizing 
the method 


Annular flexible stapler (Fig*9 
of D2) having two non- 
intcrchangcablc round iaws 


Annular flexible stapler 
havinQ two interchanceable 

round jaws 





The steps of the "method" of Fig.9 (table IV) to WiJk. like its result (an end«to end 
anastomosis) can of course be realized through the means used by the applicant in claim 56. 
In other words, the surgical strategy described by Fig.9 to Wilk could have been included as a 
surgical strategy among a lot of other surgical strategies of applicant's claim 56. However, the 
means with which said surgical strategies are achieved in applicants claim 56 are not the 
same. Moreover, applicant's claim 56, not only uses a different means for realizing its various 
surgical strategies than the one and only in Fig.9 to Wilk, but also has excluded the one to 
Wilk through the limitation of "stapler's insertion throu^ the moutih". Consequently, to that 
unjustified limitation under tlie Examiner's instigation, other inventive possibilities have . 
unhappily been lost from protection. 

2"*^ "Qbviuusncsa" rejections 

As in Bcssler's case, we can easily observe through the following comparative table X (which 
summarizes tables IV and VII) that we're dealuig with completely different subject matters 



21 



PAGE 2fiQ9 * RCVD AT 6/512007 6:13:58 PM [Eastern Daylight 



6-JUN-S007 00:19 DE :TOLEOPlNQ 



014S020723 



fi: 017E908181K67454T181P. 21 



RECEIVED 
CENTRAL FAX CENTER 

JUN 0 5 2007 

relying on different prior arts. Neither the results are same nor the steps of the method are 
same nor the means are same. Consecutively, we're out of the scope of "obviousness" matter. 



Table X 





Wilk (Fig.9) 


Kuramoto (J 8"" embodiment) 


Expected result(s) of the 
method 


End to End anastomosis 


Side to End anastomosis 


Main steps (strategy) of the 
method 


- Closed surgery for colon 
resection. 

- steps complelelv difTerenl 
from those of Kuramoto 
(compare tables IV and VI) 


^Closed siurgery for joining 
stomach to Intestine. 

-steps comoletelv difierent 
from those of Wilk (compare 
tables IV and VI) 


Means deployed for realizing 
the method 


Flexible annular stapler of 
Fig,9 to Wilk 


a) A flexible endoscope 
having a wire guide 
channeL 

b) A guide wire (234) 

c) An annular flexible 
stapler to Kuramoto 
(18*'' embodiment) 



As already said above^ it is interesting to remark that we would have been able to realize the 
Wilk's method with the Kuramoto's (1 8*^ embodiment) stapler and not the contrary. 
Nevertheless, it should also be noted that Kuramoto uses here three separate means 
(endoscope, guide wire and stapler) and not just one like Wilk! 



e ^ S103fa1 Rejections - Toledano fl>ton versus Kuramoto US 5395030 (PS - 1'* 
embodSment) in view of Kuramoto US 5395030 (03 - 18" fembndimentr 
Independent claim 56 and its depending claim 57 are under this item. The rejection as to these 
claims under this item is respectfully traversed. 

The Examiner has considered the method described by Kuramoto in Fig»3 (of 03) and 
summarized in tableV, for colon resection^ followed by an end-to end anastomosis, using the 
stapler of Fig,3 (i,e. "1^^ embodiment") via the anal opening, as anticipating applicant's 
independent claim 56 (table 1). Also, Kuramoto has described another method (summarized 
on table VI) in which he uses a stapler (1 8* embodiment) inserted through the mouth. To the 
Examiner's opinion, "ft would have been obvious to have inserted the embodiment of Fig.3 
through the mouth in the event that the section of intestine to be removed Is very near the 
stomach" (quoted from the Examiner's Office Action). 

In other words, the Examiner considers that all the subject matter of applicant's claim 56 is 
already disclosed by Fig.3 to Kuramoto except the insertion (of a flexible stapler) through 
the mouth as if the insertion through the mouth was the one and only inventive step in 
applicant's claim 56. 

In light of the hereabove detailed explanations, it is clear that such interpretation is erroneous. 
In the discussion to folJow, the nan anticipation by Fig.3 embodiment to Kuramoto (in D3) 
will be respectfully traversed first and the "obviousness" secondly. 

1 AODlicanf s claim 56 - not anticipated bv Fig.3 embodiment (\ embo^iment;^ to Kuramoto 
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As clearly explained earlier, independent claim 56 describes a multitude of surgical 
procedures at various anatomic locations^ in which an anastomsis joint is required. [These 
surgical procedures are certai nly not limited to "the e^^ent that the section of intestine to be 
remo^^ed is very near the stomach" as claimed by the Exammcr.] The means by which said 
multitude of surgical procedures is carried out, is a flexible annular stapler having specific 
technological features disclosed by present applicant. 

A simple comparison between table I (summarizing applicant's claim 56 while excluding the 
stapler's insertion through the mouth) and table V (summarizing the method of Fig.3 in D3) 
shows crucial differences between them. Neither the result? are same nor the strategic steps of 
the meihod are same nor the means are same. 



Table XI 





1*" embodiment (Fig 3)of 
Kuranioto 


Applicant's claim 56 


Jixpected result(s) of the 
method 


End to End anastomosis 


Side to side. End to side* 
3iae TO enu anu iliki ena 

anastomoses 


Main steps (strategy) of the 
method 


a) Closed surccrv for colon 
after resection of a 
colon's segment. 
One sole sureical 
stratetEV ^corresDondina 
to one train of steps) in 
open surgery in view of 
obtaining an end to end 
anastomosis between two 
portions of colon 

c) Closing hy purp^^^r'^Z 
sutures arOund a rigid 
tubular shaft (23),the open 
ends of the proximal and 
distal sections. 

d) Transanal way of 
stapler's insertion 


a) Closed surgery of all 
hollow oreansLat an¥ 
anatomic location. 
whether a resection of 
organ is needed or not 
and whether before said 
resection is carried out 
or not. 

b) Series of steps that are 
transoosable to various 
;ifureeon*s stratcfiio? on 
varioxis hollow organs In 
view of obtaining a 
predetermined one of the 
four types of anastomoses 

c^ Closing byjjursc-s.trinu 
sutures or stapline butts 
bv a linear stanler 

d) Transanal and other 

ways of Stapler's insertion 
(eidicr natxirai or artificial 
openings) 


Means deployed for realizing 
the method 


Annular flexible stapler of 
Fig,3 to Kuramoto, having 

two nof^-ii^tei;^^fieftVh 
round jaws 


Annular flexible stapler 
havinc two intercbaneeablo 
round jaws 



2") "Obviousness" rejections 

As in Bossier's and Wilk's case, we can easily observe through the following comparative 
table XII (which summarizes tables V and VI) that we're dealing with completely different 
subject matters relying on difTerent prior arts. Neither the results are same nor the steps of the 
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method arc same nor the means are same. Conseeutivcly^ we're here again, out of scope of the 
"obviousness" matter. 



Table Xn 





Kvramoto ( 1*^ embodiment) 


Kuramoto (11™ embodiment) 


Expected result(s) of the 
method 


End to End anastomosis 


Side to End anastomosis 


Main steps (strategy) of the 
method 


- Closed surgery for joining 
two segments of colon after 
resection. 

-Steps completely different 


-Closed surgery for joining 
stotnach to intestine, 

-Stcns com-olctelv different 
from those of Kuramoto's 1'* 


from those of Kuramoto's 1 8^ 


embodiment f compare tables 


embodiment fcompare tables 
V and VI). 

-Transanal way of stapler's 

insertion 


V and VI). 

-Insertion of stapler and allied 
means through the mouth 


Means deployed for realizing 
the method 


Flexible annular stapler of 
Fig3 (1*^ embodiment) to 
Kuramoto 


a) A flexible endoscope 
having a wire guide 
channel, 

b) A guide wire (234) 
e) An annular flexible 

stapler to Kuramoto 
(18^^ embodiment) 



f) S103fa) Rejections - Toledano fPtoD versusKuramoto^s 18** embodiment US 5395030 
£231 

Independent claim 61 and its depending claim 62-63 and 65-66 are under this item. The 

CacuaaIaiwa. Iaoo Awjwvtwd UamC cl^AM uuulwA 35 UOG AS bciAi^ uiipAtciit^blC' over KwamC't&'9 

18^ embodiment in D3. The rejection as to these claims under this item is here again 
respectfully traversed. 

A simple comparison between table II -simimarizing the method of applicants claim 61 -with 
table VI that summarizes the method of Kuramoto*s 1 embodiment, shows clearly huge 
differences between these two methods. Here again^ neither the results are same nor the 
strategic steps of the method are same nor the means are same. The following comparative 
table XIII will summarize briefly the differences, showing consecutively the novelty and 
inventive steps made in applicant's claim 6 1 as to Kuramoto's 1 8^ embodiment prior art. 



Table XllI 





Toledano ( Dtol-CIaim 61) 


Kuramoto (D3-1 1"* 
cmbuOlmcnO 


Expected rcsult(s) of the 
method 


End to cndy End to 9idc» 
Side to end 'dnd Side to side 
anastomoses 


Side to End anastomosis 


Main steps (strategy) of the 
method 


-Closed surgery of thorax 
and/or abdomen for ioinina 


-Closed surserv of abdomen 
for joining stomach to a 
resected intestine* 
-Stens completelv different 
from those described bv claim 


all hollow organs at any 
anatomic location, whether a 
resection of or^an is needed 



24 

PAGE 23fi9<RCVDATm76:13:56PM [Eastern Daylight Tiine]'$VR:USPT^^ 



6-JUN-e007 00:21 



DE :TOLEDf=lNO 



0142020723 



A:01?E9081Q1*674547181P.24 



Means deployed for realizing 
the method 



or not and whether before 
said resection is carried out 
or not. 

•Method consisting on a 
scries of steps that arc 
transposable to various 
surgeon's strategies on 
various hollow organs of 
thorax and/or abdomen i n 
view of obtaining a 
predetermined one of the 
four types of anastomoses. 
Insertion of cither one of the 
two jaws through an 
artificial or natural opening 
and the other Jaw through 
the thorax or through the 
abdomen. 



Flexible annular stapler to 
present applicant having 
detachable and 
interchangeable jaws. 



61 lo Toledano (in Dton (See 
tbliowing explanations) 
-Obligatory insertion of 
stapling jaw and allied 
means through the mouth 
and obligatory insertion of 
anvil jaw stapler through 
the abdominal wall 



RECEIVED 
qENTRALFAXCENl 

JUN 0 5 2007 



Three separate means: 

a) A flexible endoscope 
having a wire guide 
channel. 

b) A guide wire (234) 

c) An annular flexible 
stapler to Kuramoto 
(18*^ embodiment) 



It hafi already been explained that Kuraxnoto's "J embodiment" method is very different in 
its steps from the one disclosed in applicant's claim 61. Applicant's method of claim 6 lis 
detailed in Dtol on page 26Jjne 1 1 - page 27,Iine 7 and illustrated schematically by Fig. 13 of 
same document. A simple observation of Fig. 13 in Dtol in compari$on with Figs. 51-53 in D3 
-illustrating Kuramoto*s method- enables to realize that we're not dealing with the same matter 
at all. While Kuramoto^s method requires insertion of separate endoscope and guide wire 
inside the stomach, present applicant's method in claim 61 does not use these separate means 
at all. While Kuramuto's method requires pulling out said endoscope and inserting a stapler 
having a wire guide channel, present applicant's method in claim 61 does not pulJ out any 
endoscope and does not have any wire guide channel in the stapler and so and so. . . 



Independent claim 61 (and its depending claims 62r66),allowcd by Office Action of 
August 1 8, 2006 and withdrawn from allowance by Office Action of March 13, 2007 is in 
view of the above discus$ioni> novel and inventive and not anticipated by D3 to Kuramoto. 
The withdrawal of rejection as to these claims is respectfully requested. 

S103fa> Rejections - Tolcdang fPtoft versus. Kuramoto US 539S030 fD3^ in view of 
Bessler US 5411508 fPl) 

Applicant's dependent claim 64 has been placed under this item by the Examiner. This claim 
has been rejected by the Examiner as being impatentable over Kuramoto et al. — S395030 
(D3) in view of Bessler ct al - 541 1508(D1) under 35 U.S.C 103(a). 
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Claim 64 is depending on the above discussed inventive claim 61, It i$ therefore novel and 
inventive inuismuch it depends on novel and inventive claim 61. 

h) Conclusions 

In light of the above explanations and discussion, applicant submits that the base claims (56, 
58 and 61) from which claims 57, 59-60, 62-66 depend are allowable, making claims 57, 59- 
60 and 62-66 allowable in their present form. 

In view of expediting the examination's procedure, the applicant has chosen to amend the 
above discussed rejected claims, so a& to sharpen and emphasize the crucial differences 
between said rejected claims and the prior art. Independent claims 56, 58 and 61 have been 
amended so as to emphasize that in each one of these claims, the suiyical method described 
is realjjgablc at anv anatomic locfltinn and in coniuneticm with anv of a large variety of 
siirgicat pyo<;cdiirea . Support for that can be found in the application on page 12, lines 10-13. 
New depending claims 73-75 depending on claim 56 and new depending claim 76 depending 
on claim 58 were added in view of simplification and of a better protection of independent 
Claims 56 and 58. Further, said independent claims 56 and 58 and also 61 have been amended 
as to also emphasize that in each of these claims, the surfHcal method Is realized bv the 
means of a flexible annular staoler having Interch an pea hie iaWS adftPtable With vaiiOMS 
stlr^ycrv^s needs . Sitpport for that can be found in the Specification on page 13, line 19- page 
14, linell. 

The amended independent claims now feature language which makes it absolutely clear that 
the surgical methods of the present invention are novel and inventive and not anticipated by 
any prior art. 

Support for dependent claim 74 can be found in present specification on page 24, lines J 7-22 
and in Fig. 1 1( ) thai shows a section of colon beijig removed either through the body wall or 
through the distal portion of colon. 

In view of the discussion and corrections hereabove it is respectfully submitted that this 
application is now in condition for allowance. Prompt notice of allowance is respectjully and 
earnestly solicited. 



Haviv Tol 



Res] 




lj> (Applicant/Inventor) 



lUy submitted 



Date: June OS, 2007 
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VKRSTON WITH MARKINGS TO SHOW CHANGES MADE TN THR CTATMS 
WHAT I CLAIM IS: 

Claim 56 (CurTtjnLly amended); A method for §*oining two parts of hollow organs or segments of same 
hollow organ, at any anatomical location, over an annular area defined on a chosen plane in each of the two , 
parts, whereby each part has an opening through the respective plane essentially inside tlie respective annular 
area [undor oonditiono of oloood ourgory, woing ^apofoooopio oi^ thorawoopio toohniqu e g, p e rform e d on a 
fHftiteTrtI : said tTiethod beinp reati:gable in conjunction with any of a laree variety of surgical 
procedures, whether resection of a hollow orftaa is to be carried out or not, and whether said 
resectloT) is camed out_^ or not: the method sequentially compri.^tng the steps of- 

a) providing a flcxilylc annular stapler niDviug two l comprising a first and a second interacting [an4 
possibly inv e rt! bl e ] round laws : wherein one of said jaws includes at least a stapling 
member and the other jaw includes at least an anvil member : 

b) inserting in accordance with surgery facilities^ in a predetermined order, said (iwe 
intoraoting] first and second i awa thraugh lite mouth of said patient into a first one of the two parts 
and advancing said Jaws to where one Jaw is inside the first part and the other jaw is inside the second 
one of the two parts, each jaw being substantially near the respective chosen plane for said joining; 

c) for each of the two parts, either shrinking the opening so as to form an at least partiajly closed butt that 
encloses the respective one of said jaws, or pressing the tissue surrounding the opening to form a pair of 
adjoining Hps so as to enclose the respective one of said jaws and stapling said Hps together by means 
of a linear stapler; and 

d) operating said annular stapler so as. to pull the two said butts together and essentially combine the two 
annular areas into a combined annular area» to staple the two parts of hollow organs or segments to each 
oflier over said combined annular area and to cut away portions of said butts that are central to said 
combined annular area so as to realize either an end to end^ end to side, side to end or side to side joint. 

Claim 57 (as originally filled) 

Claim 58 (Currently amended): [ Th e m e thod of olaim 5 6 , s %rhoroin tho - stopg (o) to (d) or e supers e d e d by 
the follow i rtt titonj :] A method for joining two parts of hollow organs or segments of same 
hollow or^an at any anatomic location, over an annular area defined on a chosen p lane in each 
of the two parts, whereby each part has an opening through the respective plane essentially 
inside the respective annular area, per formed on a patient: said metbod being realizable in 
comunction with any of a large variety of surgical procedures, whether resection of a hollow 
organ is to be carried out or n pt, and whether said resection is carried out before said joining 
Qy not; t he m ethod sequentially comprising ^t^l^ast the steps of- 

a) providing a flexible annular stapler comprising [tv.^] a first and a second i nteracting round jaws 
wherein one of said jaws includes at least a. stapling member a nd the other law 
includes at least an anvil member: [and] said stapler iurther comprising an Inflatable 
balloon at [tl*e] his top [ of ^ aid s tapler] ; 

b) inserting said balloon and said first and second j aws in a predetermined order in a ccordance 
with the surgery facilities , into a first one of the two ports while [ malting us ^ ofl using said 
inflatable balloon fur dihillng (he path In said parts; advancing said jaws to where one jaw is inside the 
fii^t part and the other jaw is inside flie second one of the two parts, each jaw being substantially near 
the respective chosen plane for said Joining; 

c) Cor each at the iwu purUi, ciilicf slu-inkliig tlie opening so as to form an at least partially closed butt that 
encloses the respective one of said jaws, or prcsiiing the iissue surrounding the opening to form a pair of 
adjoining lips so as lo cuclo^iC the respective one of said jaws and stapling said lips together by means 
of a linear stapler; and 

d) operating said annular :>Uiplcr so as to pull die two said butts together and essentially combine the two 
annular areas into a combined annular area, to staple thctwo parts of hollow organs or segments to each 
other over said combined annular area and to cut away portions of said butts that arc central to said 
combined annular area so as to realize either an end to end, end to side, sride to end or side to side joint. 

Claims 59-60 (as originally filled) 

27 



PAGE 26/29 ' RCVD AT 6/5/2007 6:13:56 PM [Eastern Daylight Time] ' SVR:USPTO-EFXRF-3/4 ' DNIS:2738300 ' CSID:0142020723 ' DURATION (n)fn-ss):1844 



6-JUN-2007 00:23 DE :TOLEDANO 0142020723 ft: 0172908181*674547iaiP. 27 



Claim 61 (Currently amended): A method for joinsng two parts of hollow organs or segments of same 
hoUow orean, at any anatomical location, over an annular area defined on a plane In each of said two 
or&ans or segments, under conditions of closed surgery using laporoacopic «id/or thort«oscopic techniques, 
perfonned on a patient; the method bein g rc . f>H>i^ble in ooniM n c tion w^tf^ airy a '^S^ V^^^Y 
^nrtrical procednres. whether a re^^ection of a hoUnw organ IS to he carr>«?d Wt or not, ag d 
wTnathcr said r^^erflon is carried nut beforn ^^^id ioining or not: the method comprising the steps of- 

(a) providing a flexible annular stapler having a flexible body. i Mo round Jaw s tt f.4 1 a flexible cable ajlfl 

int^rti«.r i^w^ whe ^ ^iT. nr,e of ^aid iavfs includes at le««it a f^taplinp metnber 
the other of saiH includ e s at least an anvil member; said flexible cable slidable. 
through said body and through [iMl anv chosen o ne of said jaws [an*], haying an end prolrudable 
from said [fi«t] ^h>TC^ i« w dt^fined hereafter as a first jaw; [«»J*«oef^] the Othey one ol said 
Jaw, d^ifined hereafter a second iaw. being attachable to said end of said cable, said second 
law being initially detached; . . . . ,„ 

(b) inserting said Itat jaw into a first one of the t^vo parts of hollow f'«««'?-,*^^«"e 

if is inside the iirat part near the respective plane and causing said end of said cable to protnide 

(o) taTOd'ucU^TiKtofld jaw into a dosed thoracic or abdominal cavity through the patient's 

thoracic or abdominal wall and altacblng itin Oio inside of said closed cavity to said end of said 

(d) hati^k said Moond jaw inside the second one of the two part, of hollow organs ff^ having each ofthe 
two ptrts f orm an ai least partially closed butt at or near the respective pl?ne. said butt enclosing the 
respective one of said jaws; and _ ^ _ 

(f) operating said annular stapler so as to pall the two said butu* logethw and ''»»^*»>j^^'^'''^^t^''.^u 
annular Las into a combined annular area, to Staple the two parts of hollow orv«s or segments to each 
other over said combined annular area and to cut away portions of sa.d «>y?» ^^r* ''Tf i • t!^„i„t 
combined annular area »> as to realiie either an end to end, end to side, side to end or side to aide Jomt. 

Claims 62-72 (as originally filed) 

Claim 73 (New): The method of claim 56, wherein any of steps (b) through (d) are carried out 
under conditions of closed surgery. 

Claim 74 (New): The method ot claim 7 J, wherein salU liisciUwu i» ^iCCK^icd tlwough o«iy 
natural opening of the patient's body and wherein me hoUow orjjiiu rcscvicd M«iUon, 
consecutive lo said rosowilou wf « Wl«w orficuo, io romQvod eiA-r tW^tjV. o minimAl inva.sive 
body wall incision of said patient, or through one of said two parts of hollow organs. 

Claim 75 (New): The method of claim 56, wherein said insertion through the mouth is 
followed by insertion either through the esophageal opening or Through the uaaicu-bionchiai 
opening. 

Claim 76 (New): The method of claim 58, wherein any of steps (b) tlirough (d) arc carried out 
either imder conditions of open traditional surgery or under conditions of closed surgpry, 
using laparoscopic and/or thoracosc«?pic techniques. 




Haviv Tdle4^«( (Applicant/Inventor) 
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Claim 56 (Currently Amended): A method for joining two parts of hollow organs or segments 
of same hollow organ at any anatomic location, over an annular area defmed on a chosen 
plane in each of the two parts, whereby each part has an opening through the respective plane 
essentially inside the respective annular area, performed on a patient; said method being 
realizable in conjunction with any of a large variety of surgical procedures, whether a 
resection of a holl ow organ is to be carried out or not, and whether said resectign is carried 
out before said loininp or not : the method sequentially comprising at least the steps of- 

a) providing a flexible annular stapler comprising a first and a second i nteracting round 
jaws wherein one of said laws includes at least a stapling member and the other ^ aw 
includes at least an anvil member : 
h) insftrHnp in ar.mrHf^nr,ft with ^wrvj^r^f facnitie^. «n a predetermined order, gald first and 
second jaws t hrouph the mouth of said patient into a first one of the two parts and 
advancing said jaws to where one jaw is inside the iBrst part and the other jaw is inside 
the second one of the two parts» each jaw being substantially near the respective 
chosen plane for said joining; 

c) for each of the two parts, either shrinking the opening so as to form an at least partially 
closed butt that encloses the respective one of said jaws, or pressing the tissue 
surrounding the opening to form a pair of adjoining Hps so as to enclose the respective 
one of said jaws and stapling said lips together by means of a linear stapler; and 

d) operating said annular stapler so as to pull the two said butts together and essentially 
combine the two annular areas into a combined annular area, to staple the two p^s of 
hollow organs or segments to each other over $aid combined annular area and to cut 
away portions of said butts tliat are central to said combined annular area so as to 
realize either an end to end> end to side, side to end or side to side joint. 

Claim 57 (as originally filled) 

Claim 58 (Currently amended): A method for joining two parts of hollow organs or segments 
of same hollow organ at any anatomic location, over an annular area defined on a chosen 
plane in each of the two parts, whereby each part has an opening through the respective plane 
essentially inside the respective aimular area, performed on a patient: said meti^iod being 
realizable in conjunction with any of a large variety of surcacal procedures^ whether a 
resection of g hollow organ is to be carried out or noU and whether said resection is. carried 
out t>efore said joining or not : the method sequentially comprising at least the steps of- 

a) providing a flexible atmular stapler comprising a first and a second i nteracting round 
jaws whercii\one of said iaws includes at least a stapling member and the other iaw 
includes at least an anvil member: said stapler further comprising an inflatable balloon 
at his top. 

b) inserting said balloon, and said first and second jaws in a predetermined order in 
accordance with the surgery facilities, into a first one of the two parts while using said 
inflatable balloon for dilating the path in said parts; advancing said jaws to vAiete one 
jaw is inside the first part and the other jaw is inside the second one of the two parts, 
each jaw being substantially near the respective chosen plane for said joining; 

c) for each of the two parts, either shrinking the opening so as to form an at least partially 
closed butt that encloses the respective one of said jaws, or pressing the tissue 
surrounding the opening to form a pair of adjoining hps so as to enclose the respective 
one of said jaws and stapling said lips together by means of a linear stapler; and 
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Claim 76 (New): The method of claim 58, whcreiJi any of steps (b) through (d) are carried out 
either under conditions of open traditional surgery or under conditions of closed surgery, 
using laparoscopic and/or thoracoscopic techniques. 



HavivToL 
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